highest
possible quality




Pharmaceutical Technologies

Overview of
pharmaceutical technologies

By using our contract manufacturing services combined with clear and well-defined com-

you can access Nycomed's comprehensive munication procedures between our teams of

technology portfolio for pharmaceuticals and experts and customers are the key factors for

the competence we have built up over decades. achieving optimum solutions that will surely

Knowledge, modern technology and creativity exceed your expectations.

Nellfe Semi-solids Non-sterile liquids Steriles

Austria / Linz .
Belgium / Brussels .
Germany / Oranienburg .
Germany / Singen . . .
Norway / Elverum . .
Poland / tyskowice . .
Brazil / Jaguariuna . . .
Mexico / Mexico City . . .

HIGHLIGHTS

Austria / Linz: Expertise in processing biologics (human or animal origin)
Belgium / Brussels: Small-/ mid-sized products, organic coating

Germany / Oranienburg: Pellet/ granule technology (minimum filling
weight of 100 mg), organic solvents in granulation, coating, wallet packaging

Norway / Elverum: Blow-Fill-Seal technology (BFS)

Poland / tyskowice: OTC and food supplements, vitamin products, sachet
filling, organic coating
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Pharmaceutical Technologies

Solids

Whatever you need in the way of solid dosage
forms - tablets, coated tablets, pellets or cap-
sules - you can trust Nycomed with your
Granulation (wet, fluid bed with agueous and organic solvents) projects and products. Nycomed provides both
Roller compaction basic and specialised technologies for bulk
Pellet production (non-pairelles, extrusion, Wurster coating) clinical supplies, bulk production and packaging.
Tableting (cores for various tablet types, e.g. bi-layer, micro- or cont-

rolled-release tablets)

Encapsulation (hard shell)

Coating (aqueous, organic, sugar or double-layer coating)

Imprinting

Our technology portfolio for the bulk production of solids comprises:

Pellets/granules Film-coated Tablets Sugar-coated Tablets Capsules
Belgium / Brussels . . .
Germany / Oranienburg . . c
Poland / tyskowice . .
Brazil / Jaguariuna . . . .
Mexico / Mexico City . . . .

Solids are the dominant
dosage forms and are sub-

ject to constantly changing P X £\
o - @ ¥
requirements. Nycomed s . & & W
— s e £
has invested in the most d B - ¥ =
advanced technologies 2 g =
available.
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Pharmaceutical Technologies

Semi-solids

Several Nycomed sites are capable of manu- Elverum has a key competence in BFS tech-
facturing semi-solids: Singen, one of the major nology, in this case for the filling of gels.
sites, covers the whole portfolio from gels to Filling capacities for local markets are also
suppositories. Filling into stick packs for gels available in the plants in Brazil and Mexico.

is unique here within our operations network.

Creams Ointments Suppositories

Germany / Singen

Mexico / Mexico City . .

mn.w W
B ‘enandiung Yo Soon
and 2ut Ut
azungen

Nycomed has proven
technologies and exper-
— tise in the manufacture of
a number of semi-solid
products.

und Urfaive! 225005439 Mepann-Natrum
oo -t
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Pharmaceutical Technologies

Non-sterile liquids

Nycomed has substantial product expertise in vitamin products to state-of-the-art prescrip-
the production of both sterile and non-sterile tion drugs. The majority of the vitamin pro-
liquids. With our comprehensive general and ducts and nutritionals provided to our clients
niche technologies, our production capabilities are manufactured at Lyszkowice in Poland.

for non-sterile liquids range from nutritinal and

Solutions Suspensions Gels Syrups Ethanolic liquids
Austria / Linz . . .
Norway / Elverum . . . . .
Brazil / Jaguariuna . . . . .

APPLICATIONS FOR NON-STERILE LIQUIDS:
Nasal applications
(drops, sprays, rinsing fluids)

Eye drops

Oral drops
Vitamin syrups
Ethanolic solutions
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Pharmaceutical Technologies

Steriles

Whether semi-solids or liquids, Nycomed handle hazardous goods such as psychotropic
offers a broad range of sterile products in any substances. We supply liquid sterile products
required form based on a variety of ingredients, aseptically filled as well as terminally sterilized.
including biologics. Among our European sites, Elverum applies its Blow-Fill-Seal technology
Singen and Linz are competence centres for for filling sterile products.

sterile dosage forms and are authorised to

Injectables Infusion solutions Gels
Austria / Linz .
Germany / Singen . .
Norway / Elverum . .

SPECIAL PREPARATIONS

Complementary to our portfolio of sterile products, Nycomed has special
expertise in the niche technologies of preparation of sterile powders and
sterile suspensions.

Aseptic spray-drying of sterile powders and aseptic filling into bottles
Preparation of sterile suspensions by multi-step dissolution of single
compounds, sterile filtration and precipitation under aseptic conditions in
a final step.
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Our primary goal is to con-
tribute to the success of our
customers; we thus stay close
to them from development to
delivery.
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Services

Packaging

Nycomed provides the entire range of pack-
aging technologies for solids, semi-solids and
liquids and for sterile and non-sterile products.
We also assist our clients in designing the right
package to enhance users' understanding of the
product and hence also improve compliance.

Tabletten

1 Gffnen Lasche anheBen

istente
?&ww"fmm.mn 3

Our technology portfolio for packaging of:

SOLIDS

- Blisters in various formats
(PVC, PVC/PVDC, PVC/Alu,
Alu/Alu, Aclar, Triplex, COC)
Bottles (glass, PE)
Sachets (Alu/Alu)
Stick packs
Wallet packaging

Our innovative packaging designs have won
several design awards. In 2006, Nycomed intro-
duced wallet packaging at our plant in
Oranienburg. At Nycomed we constantly con-
tinue to strengthen our ability to support our
customers with innovative packaging concepts.

LIQUIDS
Ampoules (glass, plastic)
Bottles (glass, plastic)
Flaconettes (glass, plastic)
Pre-filled Syringes (glass,
plastic)

Sachets
Thermo-shaped units
Vials (glass, plastic)

PACKAGING DEVELOPMENT:

- Design of packaging format

- Development

- Material research

SEMI-SOLIDS
- Sachets (Alu/Alu)

- Stick packs
- Thermo-shaped units
- Tubes (Alu)

LIQUID PREPARATIONS IN
- Blow-Fill-Seal (gels, liquids)

- Pump sprays

For primary packaging in
plastics we apply "Blow-
Fill-Seal" technology using
a plastic granulate as well
as so-called "Thermo-
Shaped-Units", shaped
from two plastic foils and
fused together. For all kinds
of primary packaging we
supply secondary pack-
aging including leaflets
and bundling, if applicable.
Our glass ampoules are
packaged in plastic trays
formed by a deep-drawing
process.
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Services

Development

A team of selected experts provides deve-
lopment services to foster product transfer PRODUCT DEVELOPMENT SERVICES

to the Nycomed operations network. .
Effective transfer management

Optimisation of formulations
Scale-up and optimization of produc-
tion processes

Optimization of analytical methods
Bulk clinical supplies

Stability testing

Regulatory support (CMC dossier)
Market form design (bulk & pa-

Whether you need assistance in process opti-
misation, scale-up, optimisation of analytics or
CMC-documentation, Nycomed can be of help.
With our qualified and dedicated professional
staff and excellent laboratory facilities, you

can trust us with your development projects,
starting with effective product transfer
management.

ckaging)

24 Nycomed Global Contract Manufacturing Brochure 2011



Services

Overview of quality standards

We fulfil the highest of international the near future.
quality standards.
All our manufacturing sites in Europe are We are an approved supplier for liquids and
regularly inspected by EMA and local health semi-solids to Japan. In Latin- and South
authorities. Our competence centres in America, we not only adhere to the strictest
Germany have been approved for supply to the local quality standards (ANVISA, INVIMA, etc.)
USA. Austria will be inspected by the FDA in but also to global standards (FDA, EMA).
Solids Semisolids Liquids Steriles

A

AN BYAY

Austria / Linz

A A

Belgium / Brussels A A

A

Germany / Oranienburg A. R

Germany / Singen

Norway / Elverum

Poland / tyskowice

MERCOSUR
EMA
Brazil / Jaguariuna COLOMBIA
LOCAL AUTHORITIES
INVIMA

CENTRAL AMERICA
Mexico / Mexico City LOCAL AUTHORITIES
INVIMA

CENTRAL AMERICA CENTRAL AMERICA RAL AMERICA
LOCAL AUTHORITIES LOCAL AUTHORITIES OCAL A OR
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Close collaboration -
right from the start.




Contact

Contacts for building and furthering

partnerships

For further information please get in touch with us.

GLOBAL CONTRACT MANUFACTURING

Nycomed Denmark
Langebjerg 01

4000 Roskilde, Denmark
Phone: +45 4677 1462
Fax:  +45 4675 6640

contract-manufacturing@nycomed.com

www.nycomed.com

AUSTRIA

Nycomed Austria GmbH
St. Peter-StraBe 25
4020 Linz, Austria
www.nycomed.at

BELGIUM

Nycomed Christiaens SCA/CNA
Chaussée de Gand, 615

1080 Brussels, Belgium
www.nycomed.be

BRAZIL

Nycomed Pharma Ltda.
Rodovia SP 340 Km 133,5

13 800 000 Jaguariuna, Brazil
www.nycomed.com.br

GERMANY

Nycomed GmbH, Plant Oranienburg
LehnitzstraBe 70-98

16515 Oranienburg, Germany
www.nycomed.de

Coordination office:
Nycomed Austria GmbH
St. Peter-StraBBe 25

4020 Linz, Austria

Phone: +43 70 6919 46 93
Fax:  +4373 2655309

GERMANY

Nycomed GmbH
Robert-Bosch-Stra3e 8
78224 Singen, Germany
www.nycomed.de

MEXICO

Nycomed México SA. de C.V.

Awv. I° de Mayo No 130 Col. Industrial Atoto
Naucalpan de Juarez,Naucalpan Edo. Mex., Mexico
www.nycomed.mx

NORWAY

Nycomed Pharma AS
Solbrvegen 5

2418 Elverum, Norway
www.nycomed.no

POLAND

Nycomed Pharma Sp. z.o.0.
UL Ksiestwa Lowickiego 12
99-420 Lyszkowice, Poland
www.nycomed.pl

Nycomed Denmark
Langebjerg 01
4000 Roskilde
Denmark

www.nycomed.com
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Nycomed Denmark
Langebjerg 01
4000 Roskilde
Denmark

www.nycomed.com



